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CP1-5B12 



2/12/03 



Frederick: 



Attached are the results to your request regarding sterile packaging for pharmaceutical 
products. 

Please note that there may be several sets for one type of literature (e.g., full-text patents) 
as I spelled "sterili(z/s)ation" wrong the first time through. I went back and redid 
searches in all files where this occurred. 

If you'd like this search reworked in any way, please don't hesitate to contact me at 305- 
8587 or Julie.walko@uspto.gov . 
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8/5/7 (Item 7 from file: 350) 

DIALOG (R) File 350:Derwent WPIX 

(c) 2003 Thomson Derwent . All rts. reserv. 



013259626 **Image available** 

WPI Acc No: 2000-431509/200037 

XRAM Acc No: C00-131177 

XRPX Acc No: N00-322030 

Sterile or aseptic handling or preparation of, drugs , using a syringe 
with encapsulated needle for connection to a bottle and flexible 
container of sterilized gas 

Patent Assignee: CARMEL PHARMA AB (CARM-N) 

Inventor: WESSMAN G 

Number of Countries: 090 Number of Patents: 004 
Patent Family: 



Patent No 
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Kind 


Date 


Week 
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200046 



Priority Applications (No Type Date 
Patent Details: 

Patent No Kind Lan Pg Main IPC 
WO 200035517 Al E 30 A61M-005/00 
Designated States (National): AE 
CR CU CZ DE DK DM EE ES FI GB GD 
KR KZ LC LK LR LS LT LU LV MA MD 
SG SI SK SL TJ TM TR TT TZ UA UG 
Designated States (Regional) : AT 
IE IT KE LS LU MC MW NL OA PT SD 
SE 9804190 A A61M-005/00 
SE 513225 C2 A61M-005/00 

AU 200020097 A A61M-005/00 



: SE 984190 A 19981203 

Filing Notes 

AL AM AT AU AZ BA BB BG BR BY CA CH CN 

GE GH GM HR HU ID IL IN IS JP KE KG KP 

MG MK MN MW MX NO NZ PL PT RO RU SD SE 
US UZ VN YU ZA ZW 

BE CH CY DE DK EA ES FI FR GB GH GM GR 
SE SL SZ TZ UG ZW 



Based on patent WO 200035517 



Abstract (Basic) : WO 200035517 Al 

NOVELTY - A sterile or aseptic handling assembly, comprising a 
coupling member, and bottle connector for gas and liguid impermeable 
connection to a syringe, and a bottle with a seal, respectively. A 
syringe needle coupling is encapsulated for transport and couples to a 
connector on the bottle . The syringe needle also couples to a 
flexible container of sterilized gas for filling the syringe. 

DETAILED DESCRIPTION - INDEPENDENT CLAIMS are also included for the 
following : 

(1) a method for sterile or aseptic handling, comprising using 
- the novel assembly; and 

(2) a gas container for use in the novel assembly, comprising a 
flexible bag of gas and liquid impermeable polymer material with high 
chemical, radiation and temperature resistance, the bag contains gas 
which has been sterilized inside, and has an opening covered by an 
impervious membrane which is puncturable with an injection needle and 
self-sealing . 

USE - The assembly is used for the sterile or aseptic handling or 
preparation of drugs , and for the removal of medical wastes for 
destruction (claimed) . 

ADVANTAGE - Clean rooms or special equipment are not required. 
Staff are not exposed to hazardous materials or the risk of 
needle-stick injuries. 

DESCRIPTION OF DRAWING (S) - The drawing shows a side view of a gas 



container assembly for aseptic transfer. 
Syringe (la) 
Coupling (2a) 
Gas container (3a) 
Membranes (6a, 10a) 
Needle (7a) 
Gas (11a) 
Connector (14a) . 
pp; 30 DwgNo 1/3 

Title Terms: STERILE; ASEPTIC ; HANDLE; PREPARATION; DRUG ; SYRINGE; 
ENCAPSULATE; NEEDLE; CONNECT; BOTTLE ; FLEXIBLE; CONTAINER ; GAS 

Derwent Class: B07; P33; P34 

International Patent Class (Main) : A61M-005/00 

International Patent Class (Additional) : A61J-001/005 ; A61J-001/05 
File Segment: CPI; EngPI 



8/5/11 (Item 11 from file: 350) 

DIALOG (R) File 350: Derwent WPIX 

(c) 2003 Thomson Derwent. All rts. reserv. 



008570975 **Image available** 

WPI Acc No: 1991-075008/199111 

XRAM Acc No: C91-031783 

XRPX Acc No: N91-057980 

Intravenous fluid prepn. using way valve - to connect medicament vial 
to atmosphere via sterile filter or to diluent container , or to block 
all communication 

Patent Assignee: NPBI NED PRODUKT I ELAB BLOEDTRANS (NPBI-N) ; NPBI NED PROD 
LAB B (NPBI-N) 

Inventor: BIEKART F T; HILBRINK H E; VAN DER HEIDEN J; BIEKAT F T; 

VANDERHEID J 
Number of Countries: 006 Number of Patents: 004 
Patent Family: 



Patent No 


Kind 


Date 


Applicat No 


Kind 


Date 


Week 


EP 416454 
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19910313 


EP 90116554 
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19900829 


199111 


US 4997430 
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19910305 


US 89403744 


A 


19890906 


199112 


EP 416454 
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19940608 


EP 90116554 
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199422 


DE 69009634 
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19940714 


DE 609634 
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19900829 
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EP 90116554 
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19900829 





Priority Applications (No Type Date) : US 89403744 A 19890906 

Cited Patents: A3... 9146; EP 163373; EP 5606; EP 91310; NoSR.Pub; WO 

8601712; WO 8900836 
Patent Details: 

Patent No Kind Lan Pg Main IPC Filing Notes 
EP 416454 A 

Designated States (Regional): DE FR GB IT NL 
EP 416454 Bl E 15 A61J-001/00 

Designated States (Regional) : DE FR GB IT NL 
DE 69009634 E A61J-001/00 Based on patent EP 416454 

Abstract (Basic) : EP 416454 A 

Medicament vial (10) is fitted to a valve (25) attached to a 
flexible container (30) containing a physiological diluent, a needle 
(23) on the valve piercing a sealing membrane (12) of the vial (10) and 
the valve having a sterilising filter communicating with the 
atmosphere. In a first position of the valve communication between the 
container (30) and the vial (10) is blocked but the vial is connected 
to atmosphere via the sterilising filter to equalise pressure in the 



vial to atmospheric pressure. In a second position of the valve the 
vial is connected to the container and connection to the filter is 
blocked so that by squeezing and releasing the container diluent can 
be transferred to the vial and diluent and medicament transferred 
from the vial to the container . Thereafter air is forced from the 
container into the vial. 

USE/ADVANTAGE - In preparing an aseptic soln. for parenteral 
administration. Provides a simple apparatus and process for preparing 
IV administration solutions with reduced risk of inclusion of foreign 
material such as microorganisms, pyrogens or particles and without 
exposing the user to the medicament . (12pp Dwg.No.1/6) 

Title Terms: INTRAVENOUS; FLUID; PREPARATION; WAY; VALVE; CONNECT; 

MEDICAMENT ; VIAL; ATMOSPHERE; STERILE; FILTER; DILUTE; CONTAINER ; 
BLOCK; COMMUNICATE 

Derwent Class: B07; P33; P34 

International Patent Class (Main) : A61J-001/00 
International Patent Class (Additional) : A61M-005/14 
File Segment: CPI; EngPI 



8/5/13 (Item 13 from file: 350) 

DIALOG (R) File 350: Derwent WPIX 

(c) 2003 Thomson Derwent. All rts. reserv. 



008262130 **Image available** 
WPI Acc No: 1990-149131/199020 
XRAM Acc No: C90-065230 
XRPX Acc No: N90-115615 

Closures for pharmaceutical containers 

with poly-p-xylene 
Patent Assignee: PHARMA GUMMI WIMMER GMBH (PHAG 
Inventor: KIANG P H; ROMBERG V G; WAYNE C T 
Number of Countries: 013 Number of Patents 
Patent Family: 
Patent No Kind Date 

EP 368103 A 19900516 

FI 8905265 A 19900508 

US 4973504 A 19901127 

EP 368103 Bl 19940223 

DE 58907035 G 19940331 



comprising elastomer coated 



) ; WEST, THE CO (WETC 



Applicat No 
EP 89120044 
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Kind 
A 



US 88267828 
EP 89120044 
DE 507035 
EP 89120044 



A 
A 
A 
A 



Date 
19891028 

19881107 
19891028 
19891028 
19891028 



Week 
199020 
199032 
199050 
199408 
199414 



Priority Applications (No Type Date): US 88267828 A 19881107; US 8737959 A 

19870413 
Cited Patents: WO 8808012 
Patent Details: 

Patent No Kind Lan Pg Main IPC Filing Notes 
EP 368103 A 

Designated States (Regional): AT BE CH DE ES FR GB IT LI NL SE 
EP 368103 Bl G 9 B65D-039/18 

Designated States (Regional): AT BE CH DE ES FR GB IT LI NL SE 
DE 58907035 G B65D-039/18 Based on patent EP 368103 

Abstract (Basic) : EP 368103 A 

Elastomer closures for pharmaceutical containers are coated 
with a 0.5-0.5 micron thick layer of poly-p-xylene (I). 

Pref. the containers are made of glass. The closures have the 
following properties: (a) a coefft. of friction below 1; (b) a vacuum 
retention corresp. to an increase in pressure from P-846 mbar to no 
more than P-300 mbar over 24 hr. , where P = atmos . pressure; (c) an 



evapn. resistance such that the wt . loss from a bottle half-filled 
with a soln. contg. 0.9% NaCl and 0.4% phenol is not more than 0.9 rag 
after 16 hr. at a pressure of P-1016 mbar; (d) a gas exchange 
resistance such that no more than 2% N2 is replaced by air after 24 
hr. 

ADVANTAGE - The coatings are almost as effective in reducing 
friction (thus facilitating capping operations in automatic bottling 
plants) as thicker coatings of (I) (cf. WO 88/08012) while still 
retaining acceptable sealing properties. (lOpp Dwg.No.1/2 
Title Terms: CLOSURE; PHARMACEUTICAL ; CONTAINER ; COMPRISE; ELASTOMER; 

COATING; POLY; P; XYLENE 
Derwent Class: A26; A82; A92; A96; B07; L01; P33; Q33; Q34 
International Patent Class (Main) : B65D-039/18 

International Patent Class (Additional) : A61J-000/00 ; B65D-081/24 ; 

C08J-007/04 
File Segment: CPI; EngPI 



8/5/23 (Item 23 from file: 347) 

DIALOG (R) File 347:JAPIO 

(c) 2003 JPO & JAPIO. All rts. reserv. 

05101550 **Image available** 

STERILIZING METHOD FOR PRE-FILLED SYRINGE KIT 



PUB. NO. : 
PUBLISHED: 
INVENTOR (s) : 



APPLICANT (s) : 

APPL. NO.: 
FILED: 
INTL CLASS: 
JAPIO CLASS: 

JAPIO KEYWORD 



08-057050 [JP 8057050 A] 
March 05, 1996 (19960305) 
MATSUMOTO YASUYUKI 
SAITO MASAHIRO 
MORIKAWA JUNJI 
TAKANO HIROSHI 

EIKEN CHEM CO LTD [414752] (A Japanese Company or 
Corporation) , JP (Japan) 
06-218103 [JP 94218103] 
August 19, 1994 (19940819) 
[6] A61M-005/178; A61J-003/00 

28.2 (SANITATION -- Medical); 14.4 (ORGANIC CHEMISTRY 
Medicine ) 

:R125 (CHEMISTRY — Polycarbonate Resins) 



ABSTRACT 

PURPOSE: To sterilize an injection syringe and an external member in one 
action and hold them at the aseptic state by sealing a fixing container 
fixed with a pre-filled syringe kit filled with a medicine into an 
injection syringe in advance into a bag-like sterilizer made of air 
-permeable and bacterium-impermeable nonwoven paper. 

CONSTITUTION: A liquid leak preventing cap 1 is fitted at the tip of an 
injection cylinder 2, a sliding plug 3 is fitted at the rear end, and the 
liquid leak of a pre-filled syringe is prevented. The pre-filled syringe 
fitted with a piston 4 is fixed in a fixing container 12, and the 
deformation in the sterilization process is prevented. All or part of the 
fixing container 12 fixed with the pre- filled syringe is sealed with 
air -permeable and bacterium-impermeable nonwoven paper 11, and the 
aseptic state after sterilization is maintained. High-pressure steam 
sterilization ( autoclave sterilization) is preferably used for the 
sterilization method, and a heat-resistant and pressure-resistant material 
capable of withstanding high-pressure steam sterilization is used as the 
material of the pre-filled syringe and fixing container 12. 



8/5/24 (Item 24 from file: 347) 

DIALOG (R) File 347:JAPIO 

(c) 2003 JPO & JAPIO. All rts. reserv. 

05068812 **Image available** 
CONTAINER FOR TRANSFUSION 



PUB. NO. : 
PUBLISHED: 
INVENTOR (s) : 

APPLICANT (s) 

APPL. NO. : 
FILED: 
INTL CLASS: 
JAPIO CLASS: 



08-024312 [JP 8024312 A] 
January 30, 1996 (19960130) 
FU TAG AW A JUN 
TADANO MITSUHIRO 

NISSHO CORP [470126] (A Japanese Company or Corporation), JP 
(Japan) 

06-188762 [JP 94188762] 
July 19, 1994 (19940719) 
[6] A61J-001/05 ; B65D-083/00 
14.4 (ORGANIC CHEMISTRY — Medicine ); 
Medical); 31.1 ( PACKAGING General) 
Containers ) 



28.2 (SANITATION — 
31.2 ( PACKAGING — 



ABSTRACT 

PURPOSE: To safely and easily mix dissolution liquid and powdery medicine 
by forming the inside of a cupsule into a space of aseptic condition, 
forming an opening part to be communicated with a communicating path at any 
part excepting for the upper and lower needle tip parts of a double ended 
needle, and adding a hydrophobic filter here. 

CONSTITUTION: When a vial 2 is slid downward, air in a aseptic space 
9 inside a capsule 1 is compressed, the upper and lower needle tips of a 
double ended needle 7 pierce a rubber cock 4 of the vial 2 and a rubber 
cock 5 of a flexible container 3, and the dissolving liquid and the 
powdery medicine are mixed. When the vial 2 and the flexible container 
3 are communicated by the double ended needle 7 in this case, the 
compressed air in the aseptic space 9 escapes and moves from an 

opening part 11 of the double ended needle 7 through an air introducing 
passage 15 and respectively moves through a communicative passage 10 into 
the vial 2 and the flexible container 3. Since a hydrophobic filter 13 is 
added to the opening part 11 of the double ended needle 7, the dissolution 
liquid or the powdery medicine can be prevented from leaking outside. 



8/TI/1 (Item 1 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent . All rts. reserv. 



Resin aqueous dispersion for glass bottles , contains preset amount of 
polybasic acid including aromatic polybasic acid, polyalcohol including 
neopentyl alcohol and amino resin having specific polymerization degree 

8/TI/2 (Item 2 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Polymer composition for pipes, sheets, molded articles, comprises 
copolymer of chlorotrif luoroethylene and copolymer of 

ethylene/chlorotrif luoroethylene and/or ethylene/ tetraf luoroethylene 

8/TI/3 (Item 3 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Film laminate, useful for packaging liquid medical products, especially 
water-based parenteral fluid or liquid lipophilic emulsion, has 3 or more 
layers based on polypropylene with no yield after sterilization with 
superheated steam 

8/TI/4 (Item 4 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Aseptic packaging for e.g. foodstuff, medicine , involves 
sterilizing outside of sealed bag prior to loading bag into aseptic 
room 

8/TI/5 (Item 5 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Storing assembly for products to be mixed just before use e.g. 
pharmaceutical product, includes supplement and main containers to 
store additive and aseptic product, separated by membrane which is cut 
before use 

8/TI/6 (Item 6 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Medical glass container , for holding pharmaceutical or medical 
diagnostic solution, has an inner PECVD non-stick layer containing 
silicon, oxygen, carbon and hydrogen 

8/TI/8 (Item 8 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Fully-closed multibottle drug automatic distributor 



8/TI/9 (Item 9 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Dual chambered container for medicaments , e.g. dry drug and liq. 



is designed to prevent inter-permeation, chambers can be sterilised 
separately and joined with weak seals which can be broken 



8/TI/10 (Item 10 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent . All rts. reserv. 

Prodn. of release-controlling compsn. - by sealing medicament and 
thermoplastic polymer is moulding container . 

8/TI/12 (Item 12 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Dispenser for fluid substance - has elastically deformable shutter at end 
of outlet channel which closes automatically to prevent contamination of 
prod . in channel 

8/TI/14 (Item 14 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Packaging and sterilising medicament squeeze- bottle - using 
expandable cap washer, filling residual air , blister packing, and 
sterilising 



8/TI/15 (Item 15 from file: 350) 

DIALOG ( R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Valve for extracting sample quantities - fits on pipeline which has 
outlet hole with PTFE sealing block which is screwed down and forced to 
seal off radial valve stem in hole 



8/TI/16 (Item 16 from file: 350) 

DIALOG (R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Mixing pharmaceutical liquids to vacuum fill sachets - with automatic 
shut-off of each liq. component as supply flask empties 



8/TI/17 (Item 17 from file: 350) 

DIALOG(R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Stopper for evacuated bottles contg. pharmaceutical prods. - with 
valve for maintaining vacuum after two-stage autoclaving 



8/TI/18 (Item 18 from file: 350) 

DIALOG(R) File 350: (c) 2003 Thomson Derwent. All rts. reserv. 

Mfrg. containers for aseptic medicaments - using plant contg. 
several stations for shaping thermoplastic and or metallic matls 



8/TI/19 (Item 19 from file: 347) 

DIALOG(R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 

PACKAGE FOR FLEXIBLE MEDICINE CONTAINER 



8/TI/20 (Item 20 from file: 347) 

DIALOG(R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 



CAP FOR MEDICINE CONTAINER 



8/TI/21 (Item 21 from file: 347) 

DIALOG(R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 

MEDICAL CONTAINER 



8/TI/22 (Item 22 from file: 347) 

DIALOG(R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 

MANUFACTURE OF ASEPTIC CONTAINER 

8/TI/25 (Item 25 from file: 347) 

DIALOG(R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 

MEDICAL CONTAINER 



8/TI/26 (Item 26 from file: 347) 

DIALOG(R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 

DRUG -CONTAINING VESSEL 



8/TI/27 (Item 27 from file: 347) 

DIALOG (R) File 347: (c) 2003 JPO & JAPIO. All rts. reserv. 



VESSEL FOR HIGH-PRESSURE TREATMENT AND HIGH-PRESSURE TREATING METHOD 
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11/5, K/2 (Item 2 from file: 348) 

DIALOG (R) File 348: EUROPEAN PATENTS 

(c) 2003 European Patent Office. All rts. reserv. 

01025074 

Container for therapeutic use 
Behalter fur therapeutische Verwendung 
Conteneur pour usage therapeutique 

PATENT ASSIGNEE: 

MATERIAL ENGINEERING TECHNOLOGY LABORATORY, INC., (828560), 21-13, Ohhara 
2-chome, Setagaya-ku, Tokyo 156, ( JP) , (Applicant designated States: 
all) 
INVENTOR: 

Shichi, Hiroyuki, 1-11-3-603, Sakashita, Itabashi-ku, Tokyo, (JP) 

Yoshida, Takao, 3-17-3-201 Haruno, Ohmiya-shi, Saitama, (JP) 

Suzuki, Tatsuo, 334 9-18 Tokiwamachi, Machida-shi, Tokyo, (JP) 

Isono, Keinosuke, 3-15-22 Totsukahigashi , Kawaguchi-shi , Saitama, (JP) 

LEGAL REPRESENTATIVE: 

Greenwood, John David et al (56695), Graham Watt & Co. Riverhead, 
Sevenoaks Kent TN13 2BN, (GB) 

PATENT (CC, No, Kind, Date) : EP 914813 A2 990512 (Basic) 

EP 914813 A3 010502 

APPLICATION (CC, No, Date) : EP 98308509 981019; 

PRIORITY (CC, No, Date) : JP 97316609 971104 

DESIGNATED STATES: DE; FR; GB; IT 

EXTENDED DESIGNATED STATES: AL; LT; LV; MK; RO; SI 
INTERNATIONAL PATENT CLASS: A61J-001/18 ; A61J-001/10 

ABSTRACT EP 914813 A2 

A container for therapeutic use is formed of a main body, which is made 
of a flexible resin and provided with a bag portion. The bag portion is 
formed in a flat shape at at least a part thereof where mutually-opposing 
walls of the bag portion are peelably welded together at inner surfaces 
thereof to form a welded region (3). A hole (4) is formed as an 
attachment hole through at least one of the mutually-opposing walls in 
the welded region. A holder (5) with a medicament placed therein, said 
medicament being prone to a change in property or color upon absorption 
of moisture, is hermetically attached to the at least one wall over the 
attachment hole (4) to seal the medicament in the holder. A 
moisture-barrier member (11) with a desiccant (8) placed therein is 
arranged on a side opposite to the holder so that the other wall of the 
bag portion is hermetically covered by the moisture-barrier member (11) 
at a position at least corresponding to the attachment hole (4). 

ABSTRACT WORD COUNT: 17 3 

NOTE: 

Figure number on first page: 2 
LEGAL STATUS (Type, Pub Date, Kind, Text) : 
Search Report: 010502 A3 Separate publication of the search report 
Application: 990512 A2 Published application (Alwith Search Report 

;A2without Search Report) 
Examination: 020102 A2 Date of request for examination: 20011022 

LANGUAGE ( Publication, Procedural, Application) : English; English; English 

...SPECIFICATION so that the cover member is hermetically covered by the 
moisture-barrier member. 

In the container for therapeutic use having the construction as 
described above, the medicament is filled and lyophilized in the holder 



and, while .being kept under aseptic conditions, the holder with the 
medicament held therein is attached to the joined region of the main body 
the container . Upon production of the container , aseptic operation can 
be achieved simply and easily. Further, the other wall of the bag portion. . 

. . .moisture-barrier member, thereby preventing the desiccant from absorbing 
moisture in the surrounding atmosphere. A space formed between the other 
wall of the bag portion or the cover member and the... 

11/5, K/6 (Item 6 from file: 348) 

DIALOG (R) File 34 8: EUROPEAN PATENTS 

(c) 2003 European Patent Office. All rts. reserv. 

00524032 
Drug vessel . 
Arzneigef ass . 

Recipient pour medicaments . 

PATENT ASSIGNEE: 
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ABSTRACT EP 528231 Al 

A drug vessel (1) suitable for aseptic mixing of a drug with a solvent 
or diluent and for parenteral administration of the resultant solution, 
which comprises a cylindrical vessel body (2) reduced in diameter at both 
sides thereof to form a narrow mouth portion at each end, and a sealing 
means (5,6) to be attached to each mouth portion of the vessel body (2) 
for sealing the same, (see image in original document) 

ABSTRACT WORD COUNT: 7 5 

LEGAL STATUS (Type, Pub Date, Kind, Text) : 
Application: 930224 Al Published application (Alwith Search Report 

;A2without Search Report) 
Examination: 930630 Al Date of filing of request for examination: 

930430 

Examination: 950308 Al Date of despatch of first examination report: 

950123 

Withdrawal: 980826 Al Date on which the European patent application 
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LANGUAGE ( Publication, Procedural , Application ) : English; English; English 

...SPECIFICATION needle of a solution infusion set to perform an intravenous 
drip infusion. 

Accordingly, using the drug vessel of the present invention there is 
provided a cheap drug transfusion set which is simple in structure and 
makes it possible to achieve t aseptic administering operations. Further, 
since the' drug vessel of the present invention can be introduced air by 
piercing an airway needle, or a hollow needle with an air filter, into the 
stopper arranged in the upper mouth portion thereof, the solvent container 
to be combined with the drug vessel is never limited to flexible 
containers . In addition, the use of the drug vessel of the present 
invention set a patient at ease as the stopper is prevented from falling into 
the drug vessel and held on the pushing rod of the connecting member. 

In the above embodiments. . . 
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ABSTRACT EP 416454 A2 

An aseptic solution for IV administration is prepared by thrusting a 
drug vial (10) over a needle (24) of a connector having a valve (25) 
provided with a sterilizing air filter (40). In a first position of the 
valve, the communication to the IV container (30) is blocked, but the 
vial is connected to the atmosphere through the sterilizing air filter 
to allow equalization of the atmospheric pressure with the pressure in 
the vial. In the second position, the communication with the filter is 
cutoff and the vial is connected to the IV container to allow IV 
solution to enter the vial and solution to be transferred between the 



vial and the IV container . In a final position, the ports of the valve 
are all blocked to close off the vial in which the sterile air is now 
trapped so that loss of the IV solution into the vial will be prevented. 
ABSTRACT WORD COUNT: 154 
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. . .ABSTRACT A2 

An aseptic solution for IV administration is prepared by thrusting a 
drug vial (10) over a needle (24) of a connector having a valve (25) 
provided with a sterilizing air filter (40) . In a first position of the 
valve,' the communication to the IV container (30) is blocked, but the vial 
is connected to the atmosphere through the sterilizing air filter to allow 
equalization of the atmospheric pressure with the pressure in the vial. In... 

. . .the communication with the filter is cutoff and the vial is connected to 
the IV container to allow IV solution to enter the vial and solution to be 
transferred between the vial and the IV container . In a final position, the 
ports of the valve are all blocked to close off the vial in which the sterile 
air is now trapped so that loss of the IV solution into the vial will be... 

. . .CLAIMS step of: 

(f) subsequently displacing said valve (25, 52, 53) into a third 
position in which communication between said vial (10) and said filter 
(40, 59) and communication between said vial... 



...valve (25, 52, 53) in each of said positions. 

5. An apparatus for preparing an aseptic preparation for 
administration, comprising: 

a flexible container (30) containing a physiological diluent; 

a valved connector. . . 



...said container (30) and a position for connecting said needle (24, 50) 
with said container ( 30 ) ; and 

a vial (10) having a sealing membrane (12) pierceable by said 
needle (24 , 50 . . . 

. . .diluent from said container (30) into said vial (10) and a mixture of 
diluent and said medicament from said vial (10) into said container 
(30), characterized in that said displaceable means (25... 

...container (30) with said vial (10) and said filter (40, 59) is blocked, 
and sterile air from the atmosphere is admitted through said filter 
(40,. 59) into said vial (10) to... 



. . .with said filter (40, 59) is blocked, and in said third position, 
mixture from said container (30) is prevented from reentering said vial 
(10). 

6. The apparatus according to claim 5... 
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ABSTRACT EP 338844 Al 

A device for dispensing a liquid (16), including a container (10) 
having an interior space (12) accommodating the liquid, a first valve 
(24, 76, 92, 96, 100, 136, 140, 156) attached to the container, a 
delivery path (36, 38, 40, 52, 54, 56) having one end submerged in the 
liquid and extending through the container such that the other end is 
outside the container, and a second valve (34) disposed in the delivery 
path for closing and opening the delivery path. The first valve permits a 
pressurized gas to flow therethrough into the container to raise the 
pressure within the container, but inhibits a discharge flow of the 
pressurized gas and the liquid therethrough out of the interior space. 
The liquid is delivered out of the container through the delivery path, 
due to the raised pressure within the interior space. The device has a 
micro-porous membrane filter disposed in a portion of the delivery path 



which is located upstream of the second valve, as viewed in the direction 
of delivery of the liquid. The micro-porous membrane filter removes 
microorganisms from the liquid delivered from the delivery path. 
ABSTRACT WORD COUNT: 191 
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...SPECIFICATION protecting the liquid 16 against contamination by 
microorganisms . 

In an alternative method of sterilization, the container 10 charged 
with the liquid 16 and closed by a cap other than the cap 20 is autoclaved 
for sterilization, and the sterilized micro-porous hollow fiber module and 
the sterilized cap 20 are set on the container . Then, the container is 
supplied with a sterile compressed air . This method is suitable where the 
liquid 16 is a pharmaceutical liquid for medical applications, which 
requires a particularly high degree of sterility. 

Where the liquid 16 is a pharmaceutical liquid which cannot be 
sterilized by autoclaving , the sterilized container is charged with the 
sterilely prepared pharmaceutical liquid, and with a sterile compressed 
air . In this case, too, the purifying system is extremely sterile. 
When the instant liquid purifying... 

...SPECIFICATION protecting the liquid 16 against contamination by 
microorganisms. 

In an alternative method of sterilization, the container 10 charged 
with the liquid 16 and closed by a cap other than the cap 20 is autoclaved 
for sterilization, and the sterilized micro-porous hollow fiber module and 
the sterilized cap 20 are set on the container . Then, the container is 
supplied with a sterile compressed air . This method is suitable where the 
liquid 16 is a pharmaceutical liquid for medical applications, which 
requires a particularly high degree of sterility. 

Where the liquid 16 is a pharmaceutical liquid which cannot be 
sterilized by autoclaving , the sterilized container is charged with the 
sterilely prepared pharmaceutical liquid, and with a sterile compressed 
air . In this case, too, the purifying system is extremely sterile. 

When the instant liquid purifying... 
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ABSTRACT EP 2254 68 A2 

A thin flexible fluid-tight cover (12) of PVC is bonded to a rigid port 
(20) of a diluent container (8) which is to be subjected to heat 
sterilization. The cover (10) includes an outer flange (50) for bonding 
to a complementary surface (55) around the port (20), and a removable 
section (60, 62) for spanning the port (20) . The removable section 
includes a central flexible diaphragm portion (57) and a cylindrical wall 
portion (60) . The diaphragm portion (57) has at least one annular 
convolution whereby the diaphragm section (57) is axially expandable by 
flexing of the convolution. A tear line (58) is provided in a frangible 
section which joins the cylindrical wall portion to the outer flange. The 
cylindrical wall portion of the cover is disposed adjacent the outer 
surfaces of an abutment wall on the port to provide stress relief against 
rupture of the tear line from stresses generated in the cover during 
sterilization. A narrow post (82) element is located adjacent the wall 
portion for concentrating manual pulling forces from an attached pull 
ring (76) to a limited segment of the tear line (58). 
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...SPECIFICATION interconnection of a vial end with a diluent container. 
The port structure of a diluent container closure typically is 



molded of a relatively rigid material such as a polyester which is 
dimensionally stable within sterilizing. . . 

. . .of its designed configuration and dimensions for subsequent mating 
connection of a vial or other container . The cover member of the closure 
must meet differing requirements. The cover should be flexible to allow 
volumetric changes of the space which is enclosed within the port of 
container to minimize pressure differentials across the cover. It must 
withstand anticipated stresses and yet must be tearable to facilitate... 

...for use as a cover and have been approved by the United States Food and 
Drug Administration for pharmaceutical containers . However, such PVC 
materials often have a negative coefficient of expansion and tend to distort 
and shrink 'during autoclave sterilization. Also known from EP-A-0 , 117 , 4 8 9 
is a container as defined in the precharacterizing part of claim 1. 
Apparently due to such characteristics, a. . . 
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English Abstract 

A package for a pharmaceutical product, particularly a liqud ophthalmic 
composition, such as an ophthalmic solution, gel or ointment, for example 
a tube or a dropper bottle assembly used to dispense said product, 
wherein said package is made of a specific form of polypropylene and 
wherein said package shows after an autoclaving processing of at least 
121 degreesC and for at least 20 minutes no deformation such as shrinkage 
or blowing-up and retains a sufficient high squeezability in order to 
dispense said product. Also claimed is a method for sterilizing a 
pharmaceutical package comprising the steps: placing closed package into 
an autoclaving chamber, adjusting the temperature and the pressure in 
said chamber as a function of time in accordance to the prerequisites of 
the material of said package, wherein a counter pressure is generated in 
said chamber and wherein this is regulated electronically via computer, 
and wherein said counter pressure avoids a deformation such as a 
blowing-up of said package. 

Legal Status (Type, Date, Text) 

Publication 20001207 Al With international search report. 

Examination 20010104 Request for preliminary examination prior to end of 

19th month from priority date 

Detailed Description 

... - s fingers which causes the liquid therein to pass through a passageway. 

For filling the bottle with a pharmaceutical product, particularly an 
ophthalmic liquid which has to fulfill the conditions concerning sterility, 
it is . . . 

...to filtrate and to sterilize the solution or liquid which should be filled 
into the bottles by filtration or autoclaving . Also the bottles , the 
nozzle tips and the caps are sterilized, e.g. by ethylene oxide treatment, 
UV, gamma or electron beam irradiation. The filling of the bottles takes 
place in aseptic room conditions. However, after filling the bottles , 
inserting the nozzle tip into the neck portion and threading the cap onto the 
bottle no further sterilization will proceed. The filled and closed bottles 
are removed from the aseptic area. The aseptic area is normally a room 
which stands under slight excess air pressure and the entrance and the exit 
of the room are constructed as sluices. 

A pharmaceutical product as used hereinbefore or hereinafter is understood 
to... layer). Said laminated material provides typically enhanced stability. 

Further, it is advantageous to adjust the autoclaving processing to the 
PP- bottles to avoid damages as shrinkage or blowing-up. After filling the 
bottles with the pharmaceutical liquid or gel, particularly an ophthalmic 
liquid or gel, the closed bottles are introduced into an autoclaving 
chamber. In the context of the present application filling of the bottles 
denotes typically a normal filling, such that for example in the upper part 
of said bottle some air will remain. As the whole bottles will be 
sterilized it is not anymore necessary that the filling and closing of the 
bottles has to take place under aseptic conditions. As it is known in the 
prior art, such an autoclaving chamber works with steam. The temperature and 
the pressure run in the chamber as a... 
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English Abstract 

This invention aims at providing a medical container capable of 
speedily making a drug vial and a solution container communicate with 
each other with a sealed system kept sealed, and therefore speedily 
carrying out an aseptic drug dissolving operation during an 
instillation treatment;' not occupying a large storage space ; and having 
a small number of parts and a. small total length. To achieve this object, 
a novel medical container is formed which is provided with a solution 
container , a bottomed cylindrical case, a fixing jig having an opening 
at the bottom portion thereof and held in the case so that the jig can be 
axially moved, a drug vial held in the case so that the vial can be 
moved with the jig, a hollow double ended needle held movably in a sealed 

space formed on the case-bottom side of a mouth of the drug vial, 
air discharge grooves formed in an inner surface of the case or in an 
outer surface of the fixing jig, and a shield member adapted to maintain 
air -tight condition of the sealed space until the drug vial is 
forced into the case, and be slidingly moved in the case without closing 
the air discharge grooves while the drug vial is forced into the case 
and moved toward the bottom portion of the same. 
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SAME 

REDUZ IERENDEN ZUCKER ENTHALTENDE FETTIGE EMULSIONEN UND VERFAHREN ZU IHRER 
STERILISIERUNG 

EMULSIONS GRASSES CONTENANT UN SUCRE REDUCTEUR ET TECHNIQUE DE 
STERILISATION DE CELLES-CI 
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FLEXIBLE, MULTIPLE-COMPARTMENT DRUG CONTAINER AND METHOD OF MAKING 

ARZNE IMI T TEL -BE HALTER AUS BIEGSAMEM MATERIAL MIT MEHREREN FACHERN UND 

VERFAHREN ZUR HERSTELLUNG 
RECEPTACLE POUR MEDICAMENTS FLEXIBLE ET A PLUSIEURS COMPART IMENT S , ET SON 

PROCEDE DE FABRICATION 
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MULT I LAYERED MEDICAL FILM AND DOUBLE -COMPARTMENT CONTAINER 
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FILM MEDICAL MULTICOUCHE ET RECIPIENT A DOUBLE COMPART IMENT 
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ABSTRACT EP 1161932 A2 

A flexible storage container (10) is described which comprises a 
flexible rear sheet (14), and flexible front sheet (12) sealed to the 
rear sheet along a common peripheral edge (16). A first peelable seal 
(24) extends between two sides of the common peripheral edge and 
separably joins the front and rear sheets to form a first compartment 
(18) . A second peelable seal (26) extends between the two sides of the 
common peripheral edge and separately joins the front and rear sheets to 
form thereby an outlet compartment (22) and a second compartment (20), 
the second compartment is intermediate the outlet compartment and the 
first compartment. A clear high-barrier laminate film (24) is separately 
disposed upon and sealed to the front sheet and is sized to. extend over 
the second compartment. An opaque high-barrier protective film (55) is 
peelably affixed to the clear-barrier laminate film, the opaque film is 
sized to extend over the high-barrier laminate film and the second 



compartment . 
ABSTRACT WORD COUNT: 161 
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Figure number on first page: 1 
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...SPECIFICATION to FIGS. 13 and 14, following powder fill, 0.2 micron 
filtered nitrogen gas or air is introduced into the medicament 
compartment's head space and the transport band 17 6 indexes the compartment 
to a heat seal station 184. Although both 0.2 micron filtered nitrogen gas or 
air are within the contemplation of the present invention, it will be 
understood that the choice between these two gasses, or other filter 
sterilized gasses (inert or otherwise) will depend upon the sensitivities of 
the particular drugs introduced into the medicament compartment. 
Specifically, if a drug is extremely sensitive to oxidation, the 
medicament compartment's head space will preferably be filled with filter 
sterilized nitrogen, or a similar inert gas. At the heat seal station 184 
opposed heat seal heads are brought together to either side of the container 
, to thereby close-off the channel (112b of FIG. 8) between the sacrificial 
port and the medicament compartment. The heat seal, thus formed, effectively 
continues permanent seals between the oversized edge seals llOe and HOf 
depicted in FIG. 8, thus sealing the medicament compartment. . 

Next the cap is reinserted into the medicament compartment sacrificial 
port and, the powder. . . 
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...SPECIFICATION to FIGS. 13 and 14, following powder fill, 0.2 micron 
filtered nitrogen gas or air is introduced into the medicament 
compartment's head space and the transport band 17 6 indexes the compartment 
to a heat seal station 184. Although both 0.2 micron filtered nitrogen gas or 
air are within- the contemplation of the present invention, it will be 
understood that the choice between these two gasses, or other filter 
sterilized gasses. (inert or otherwise) will depend upon the sensitivities of 
the particular drugs introduced into the medicament compartment. 
Specifically, if a drug is extremely sensitive to oxidation, the 



medicament compartment's head space will preferably be filled with filter 
sterilized nitrogen, or a similar inert gas. At the heat seal station 184 
opposed heat seal heads are brought together to either side of the container 
, to thereby close-off the channel (112b of FIG. 8) between the sacrificial 
port and the medicament compartment. The heat seal, thus formed, effectively 
continues permanent seals between the oversized edge seals llOe and HOf 
depicted in FIG. 8, thus sealing the medicament compartment. 

Next the cap is reinserted into the medicament compartment sacrificial 
port and, the powder... 
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ABSTRACT EP 338844 Al 

A device for dispensing a liquid (16), including a container (10) 
having an interior space (12) accommodating the liquid, a first valve 
(24, 76, 92, 96, 100, 136, 140, 156) attached to the container, a 
delivery path (36, 38, 40, 52, 54, 56) having one end submerged in the 
liquid and extending through the container such that the other end is 
outside the container, and a second valve (34) disposed in the delivery 
path for closing and opening the delivery path. The first valve permits a 
pressurized gas to flow therethrough into the container to raise the 



pressure within the container, but inhibits a discharge flow of the 
pressurized gas and the liquid therethrough out of the interior space. 
The liquid is delivered out of the container through the delivery path, 
due to the raised pressure within the interior space. The device has a 
micro-porous membrane filter disposed in a portion of the delivery path 
which is located upstream of the second valve, as viewed in the direction 
of delivery of the liquid. The micro-porous membrane filter removes 
microorganisms from the liquid delivered from the delivery path. 
ABSTRACT WORD COUNT: 191 
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...SPECIFICATION function of protecting the liquid 16 against contamination 
by microorganisms. 

In an alternative method of sterilization , the container 10 charged 
with the liquid 16 and closed by a cap other than the cap 20 is autoclaved 
for sterilization , and the sterilized micro-porous hollow fiber module 
and the sterilized cap 20 are set on the container . 

Then, the container is supplied with a sterile compressed air . This 
method is suitable where the liquid 16 is a pharmaceutical liquid for 
medical applications, which requires a particularly high degree of sterility. 

Where the liquid 16 is a pharmaceutical liquid which cannot be 
sterilized by autoclaving, the sterilized container is charged with the 
sterilely prepared pharmaceutical liquid, and with a sterile compressed 
air . In this case, too, the purifying system is extremely sterile. 

When the instant liquid purifying. . . 



8/TI/l (Item 1 from file: 348) 

DIALOG ( R) File 348: (c) 2003 European Patent Office. All rts. reserv. 



Closing structure of a dispensing container 

Schliessstruktur fur ein Ausgabebehalter 

Structure de fermeture pour un recipient distributeur 

8/TI/2 (Item 2 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Infusion container 
Inf us ionsbehal ter 
Carpule d ! infusion 

8/TI/4 (Item 4 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Medical container with multiple chambers and method of producing the same 
Medizinischer Mehrkammerbehalter und Verfahren zu seiner Hers tel lung 
Recipient medical a plusieurs compartiments et procede de fabrication 

8/TI/5 (Item 5 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rt-s . reserv. 

CAP FOR CONTAINER AND ADAPTOR FOR LIQUID COMMUNICATION 

VERSCHLUSSKAPPE FUR BEHALTER SOWIE FLUS S I GKE I T SUBERTRAGUNGSVORRICHTUNG 
COUVERCLE POUR RECIPIENT ET AD AP TATE UR POUR COMMUNICATION LIQUIDE 



8/TI/6 (Item 6 from file: 348) 

DIALOG(R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Multiple use universal stopper 

Univer seller Mehrzweckstopf en 

Bouchon universel a utilisations multiples 

8/TI/7 (Item 7 from file: 348) 

DIALOG(R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Container for therapeutic use 
Behalter fur therapeutische Verwendung 
Conteneur pour usage therapeutique 

8/TI/8 (Item 8 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

FATTY EMULSIONS CONTAINING REDUCING SUGAR AND METHOD FOR STERILIZING THE 
SAME 

REDUZ IERENDEN ZUCKER ENTHALTENDE FETTIGE EMULSIONEN UND VERFAHREN ZU IHRER 
STERILISIERUNG 

EMULSIONS GRASSES CONTENANT UN SUCRE REDUCTEUR ET TECHNIQUE DE 
STERILISATION DE CELLES-CI 



8/TI/9 (Item 9 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Closure for vial container 
Verschluss fur Flaschchen 
Ferine ture pour fl aeons 

8/TI/11 (Item 11 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

A plastic cap and a process for the production of the same 
Kunststoffkappe und Verfahren zu ihrer Hers tel lung 
Capuchon en plastique et son procede de fabrication 

8/TI/12 (Item 12 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

CROWN-SHAPED LID OF DRUG CONTAINER 

KRONENFORMIGER DECKEL EINES ARZNEIMITTELBE HALTERS 

COUVERCLE DE RECIPIENT POUR MEDICAMENTS EN FORME DE COURONNE 



8/TI/13 (Item 13 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

A plastic cap and a process for the production of the same 
Kunststoffkappe und Verfahren zu ihrer Herstellung 
Capuchon en plastique et son procede de fabrication 

8/TI/14 (Item 14 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

VENTED VIAL FOR FREEZE -DRYING AND METHOD OF MINIMIZING CONTAMINATION OF 

FREEZE -DRIED PRODUCTS 
VENTILIERTE GLASFLASCHE ZUR GEFRIERTROCKNUNG UND VERFAHREN ZUR VERMINDERUNG 

DER KONTAMINATION VON GEFRIERGETROCKNETEN PRODUKTEN 
FLACON A EVENT POUR LYOPHILISATION ET PROCEDE PERMETTANT DE MINIMI SER LA 

CONTAMINATION DE PRODUITS LYOPHILISES 



8/TI/15 (Item 15 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

LIQUID DISPENSER FOR STERILE SOLUTIONS 

FLUSSIGKEITSDISPENSOR ZUR ABGABE VON STERILER FLUSSIGKEIT 
DISTRIBUTEUR DE LIQUIDE DESTINE A DES SOLUTIONS STERILES 



8/TI/16 (Item 16 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

MULT I LAYERED MEDICAL FILM AND DOUBLE -COMPARTMENT CONTAINER 
ME HRLAGI GE MEDIZINISCHE MEMBRAN SO WIE ZWEIGETEILTER BEHALTER 
FILM MEDICAL MULTICOUCHE ET RECIPIENT A DOUBLE COMPART IMENT 



8/TI/17 (Item 17 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 



Sterilizable hermetically-sealed substantial glass container and method for 

producing the container. 
Sterilisierbarer hermetisch verschlossener Behalter und Verfahren zu seiner 

Her s tel lung . 

Recipient de verre sterilisable hermetiquement ferme et methode pour sa 
fabrication . 

8/TI/18 (Item 18 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

FLEXIBLE MULTIPLE COMPARTMENT DRUG CONTAINER 

FLEXIBLE R , MEHRERE ABTE ILUNGEN AUFWE I SENDER BEHALTER FUR MED I KAMENTE 
RECIPIENT SOUPLE POUR MEDICAMENTS A COMPART IMENT S MULTIPLES 



8/TI/19 (Item 19 from file: 348) - 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Tier sheets and method for producing the same. 
Stapelfolien und Verfahren zu ihrer Herstellung. 
Feuilles pour empiler et procede pour les fabriquer. 

8/TI/20 (Item 20 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Method of and apparatus for administering medicament to a patient. 
Methode und Gerat, einem Patienten ein Medikament zu verabreichen . 
Methode et appareil pour administrer un medicament a un malade. 

8/TI/21 (Item 21 from file: 348) 

DIALOG(R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Retortable closure for plastic container. 
Sterilisierbarer Verschluss fur Kunststof fbehalter . 
Fermeture pasteurisable pour recipient en matiere plastique. 

8/TI/22 (Item 22 from file: 348) 

DIALOG (R)' File 348: (c) 2003 European Patent Office. All rts. reserv. 

Food product packaging. 
Verpackung eines Nahrungsmittels . 
Emballage d ! un produit alimentaire. 

8/TI/24 (Item 24 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Method of packaging and sterilizing a pharmaceutical product and the 

corresponding package. 
Verfahren zum Verpacken und Sterilisieren eines pharmazeutischen Produktes 

und die entsprechende Verpackung. 
Procede pour emballer et steriliser un produit pharmaceutique et emballage 



correspondant . 



8/TI/25 (Item 25 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Apparatus for contacting material such as a drug with a fluid. 
Vorrichtung zum Zusammenbringen von Stoffen, wie Arzneimitteln, mit einer 
Flussigkeit . 

Dispositif pour reunir des materiaux comme des medicaments avec un liquide. 

8/TI/26 (Item 26 from file: 348) 

DIALOG (R) File 348: (c) 2003 European Patent Office. All rts. reserv. 

Container and closure construction. 
Behalter und Verschlussvorrichtung . 
Recipient et construction de fermeture. 

8/TI/27 (Item 27 from file: 349) 

DIALOG (R) File 349: (c) 2003 WIPO/Univentio . All rts. reserv. 

MULTI-DOSE CONTAINER SYSTEM 
SYSTEME DE RECIPIENT MULTIDOSE 



8/TI/28 (Item 28 from file: 349) 

DIALOG (R) File 349: (c) 2003 WIPO/Univentio. All rts. reserv. 

CONTAINERS AND PEELABLE SEAL CONTAINERS OF NON-PVC MATERIAL 



Set Items Description 

51 52116 STERILIS? OR STERILIZ? 

52 3094 97 BOTTLE? ? OR CONTAINER? ? OR PACKAG? OR RECEPTACL? 

53 206005 PHARMACEUT? OR DRUG? ? OR MEDICAMENT? ? OR MEDICIN? OR THE 

RAP? (2N) AGENT? ? 

54 703490 AIR OR SPACE OR ROOM OR UNFILLED OR "NOT" (2W) FILLED OR PAR 

T? (2N) FILL?? 

55 194 S1(S)S2(S)S3(S)S4 

56 45 S5 AND IC= (A61J OR B65D) 

57 45 ID PAT (sorted in duplicate/non-duplicate order) 

58 41 ID PAT (primary/non-duplicate records only) 



? show files 

File 348: EUROPEAN PATENTS 1 978-2003/Feb W01 
(c) 2003 European Patent Office 

File 349:PCT FULLTEXT 1 97 9-2002 /UB=20030206, 20030123 
(c) 2003 WIPO/Univentio 



( ) of ^ 

1/5/1 

DIALOG ( R) File 155 : MEDLINE (R) 

(c) format only 2003 The Dialog Corp. All rts. reserv. 

06177596 89264957 PMID: 2726985 

Sterilization of non-air evacuated infusion flasks containing 

little water] 

Sterilisation von nicht-Luf t-evakuierten, nur wenig Wasser enthaltenden 
Infusionsf laschen. 
Kownacki E ; Flury F 

Pharmaceutica acta Helvetiae (SWITZERLAND) 1989, 64 (3) p68-70, 
ISSN 0031-6865 Journal Code: 0401134 

Document type: Journal Article ; English Abstract , 
Languages : GERMAN 
Main Citation Owner: NLM 
Record type: Completed 
Subfile: INDEX MEDICUS 

Studies have been carried out in connection with the sterilization of 
glass infusion bottles from which air had not been evacuated and containing 
certain limited quantities of water. Bottles with a capacity of 500 and 
1000 cm3 were filled with 1-3 cm3 distilled water and sterilized in an 
autoclave for 20 min. set at a temperature of 121 degrees C reaching up to 
126 degrees C. The sterility was tested by introducing bags containing 
Bacillus stearothermophilus spores into the centre of the bottles. 
Following sterilization the bottles were examined for the growth of spores 
allowing an incubation period of 7 days at 37 degrees C. Based on the 
actual conditions of this investigation, it would appear that a bottle from 
which air has not been evacuated should contain at least 2% (V/V) distilled 
water, when sterilized in an autoclave. It is, however, strongly 
recommended that the present findings should be validated based on actual 
conditions prevailing for individual sterilization procedures. 
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Abstract (Basic) : WO 200251452 Al 

NOVELTY - Improving stability of a pharmaceutical composition 
sensitive to oxidation involves exposing an empty sterilized 
polyethylene (PE), polypropylene (PP) and/or polyethylene terephthalate 
(PET) container to ethylene oxide (ETO) at room temperature, removing 
the ETO, transferring the composition into the container in aseptic 
conditions, and closing the container with a closing device. 

DETAILED DESCRIPTION - Improving stability of a pharmaceutical 
composition sensitive towards oxidation involves: 

(a) exposing an empty PE, PP and/or PET container to ETO at room 
temperature; 

(b) removing the ETO from the container and aseptic conditions 
for a period -to achieve ETO content of less than 1 parts per million 
(ppm) ; 

(c) transferring under aseptic conditions the pharmaceutical 
composition into the sterilized container ; and 

(d) closing the container containing the composition with a 
closing device. 

INDEPENDENT CLAIMS are included for the following: 

(1) Production of a stable pharmaceutical composition in a 
container with ethylene oxide (ETO), the step (b) under air diffusion 
conditions, the step (c) and the step (d) . 

USE - For improving stability of a pharmaceutical composition e.g. 
aqueous ophthalmic composition, sensitive towards oxidation or 
susceptible to oxidative degradation (claimed) . 

ADVANTAGE - Improves stability of the composition sensitive towards 
oxidation or susceptible to oxidative degradation. The composition 
comprises further ingredients to meet the prerequisites for ocular 
tolerability . 
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NOVELTY - A pharmaceutical package, e.g. tube or dropper bottle 
assembly, is made of polypropylene. It shows no deformation, e.g. 
shrinkage or blowing-up, and retains high squeezability after 
autoclaving processing of at least 121degreesC for at least 20 minutes. 

DETAILED DESCRIPTION - An INDEPENDENT CLAIM is also included for a 
method of sterilizing the package comprising placing closed package 
into an autoclaving chamber, and adjusting the temperature and pressure 
in the chamber as a function of time. The counter pressure is generated 
in the chamber, regulated electronically via computer control, and 
avoids a deformation of the package. 

USE - For dispensing a product, e.g. liquid ophthalmic solution, 
gel or ointment. 

ADVANTAGE - The package meets the requirements of the European 
Pharmacopoeia, 3rd edition (1997) and guidance notes in EU-regulations . 
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NOVELTY - Stabilization of a pharmaceutical composition comprises 
contacting it with a polymeric material containing an antioxidant, the 
polymeric material being insoluble in the pharmaceutical composition. 

DETAILED DESCRIPTION - An INDEPENDENT CLAIM is also included for 
the use of an antioxidant which is incorporated into a polymeric 
material for the stabilization of a pharmaceutical and in particular an 
ophthalmic composition. 

USE - The method is for stabilizing pharmaceutical compositions 
against decomposition caused by heat, light and/or oxygen exposure. 

ADVANTAGE - Incorporation of the antioxidant into the polymeric 
material e.g. a plastic bottle , means that it can be omitted from the 
pharmaceutical composition itself, thus enhancing the tolerability of 
the composition since the antioxidant is not administered to the 
organism. 

Ketotifen eye drops with a pH of 5.06, an osmolality of 247 mOsmol 
and a ketotifen hydrogan fumarate content of 97.7% in 10 ml PP- bottles 
containing Iganox 1330 were subjected to a stress test for 15 hours at 
80 degreesC and it was found that the ketotifen hydrogan fumarate 
content was 96.2%, the percentage of known degradation products was 
0.04%, the pH was 4.96 and the osmolality was 248 mOsmol. Corresponding 
values for the same eye drops in 10 ml PE- bottles which were free 
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English Abstract 

The present invention describes an autoclavable ophthalmic composition 
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